BONINE- meclizine hydrochloride tablet, chewable
WellSpring Pharmaceutical Corporation

Disclaimer: Most OTC drugs are not reviewed and approved by FDA, however they may be marketed if they
comply with applicable regulations and policies. FDA has not evaluated whether this product complies.
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Drug Facts

Active ingredient (in each tablet)

Meclizine HCI 25 mg

Purpose

Antiemetic

Uses

prevents and treats nausea, vomiting or dizziness associated with motion sickness
Warnings

Do notuse inchildrenunder 12 years of age unless directed by a doctor.

Do not take this product, unless directed by a doctor, if you have
¢ glaucoma
e trouble urinating due to an enlarged prostate gland
® abreathing problem such as emphysema or chronic bronchitis

Do not take this product if you are taking sedatives or tranquilizers, without first consulting your
doctor.

When using this product
® do not exceed recommended dosage
you may get drowsy
alcohol, sedatives, and tranquilizers may increase drowsiness
avoid alcoholic drinks
be careful whendriving a motor vehicle or operating machinery

If pregnant or breast-feeding, ask a health professional before use.

Keep out of reach of children. In case of overdose, get medical help or contact a Poison Control
Center right away 1 (800) 222-1222

Directions
¢ dosage should be taken one hour before travel starts



® adults and children 12 years of age and over: take 1 to 2 tablets once daily or as directed by a doctor

Other information
store at room temperature 20°— 25°C (68°-77°F)
Inactive ingredients

croscarmellose sodium, crospovidone, FD&C red #40 lake, lactose, magnesium stearate, raspberry
flavor, silica, sodium saccharin, stearic acid, vanilla flavor.

Questions?
call toll-free 1 (844) 241-5454 or visit us on the web at www.bonine.com
ATTENTION: DO NOT USE IF CARTON IS OPEN OR IF BLISTER IS TORN OR MISSING.

Dist. by: WellSpring Pharmaceutical Corporation
Sarasota, FL 34243 USA © WellSpring 2014

Active ingredient (in each tablet)
Meclizine HCI 25 mg

Purpose

Antiemetic

Uses

prevents and treats nausea, vomiting or dizziness associated with motion sickness

Warnings
Do notuse inchildren under 12 years of age unless directed by a doctor.

Do not take this product, unless directed by a doctor, if you have
® glaucoma
e trouble urinating due to an enlarged prostate gland
® abreathing problem such as emphysema or chronic bronchitis

Do not take this product if you are taking sedatives or tranquilizers, without first consulting your
doctor.

When using this product
® do not exceed recommended dosage
you may get drowsy
alcohol, sedatives, and tranquilizers may increase drowsiness
avoid alcoholic drinks
be careful when driving a motor vehicle or operating machinery

If pregnant or breast-feeding, ask a health professional before use.

Keep out of reach of children. In case of overdose, get medical help or contact a Poison Control
Center right away 1 (800) 222-1222



Directions
¢ dosage should be taken one hour before travel starts
® adults and children 12 years of age and over: take 1 to 2 tablets once daily or as directed by a doctor

Other information

store at room temperature 20°— 25°C (68°-77°F)

Inactive ingredients

croscarmellose sodium, crospovidone, FD&C red #40 lake, lactose, magnesium stearate, raspberry
flavor, silica, sodium saccharin, stearic acid, vanilla flavor.

Questions?

call toll-free 1 (844) 241-5454 or visit us on the web at www.bonine.com
ATTENTION: DO NOT USE IF CARTON IS OPEN OR IF BLISTER IS TORN OR MISSING.
Dist. by: WellSpring Pharmaceutical Corporation

Sarasota, FL 34243 USA © WellSpring 2014

PRINCIPAL DISPLAY PANEL 65197-275



UPTO 24 HOURS OF Treats and prevents
PROTECTION i

ALL DAY PROTECTION!

BONIN

Meclizine Hydrochloride « Antiemetic

FOR MOTION SICKNE

TREATS & PREVENTS

B> @

16 Less drowsy than Original Dramaming”

Raspherry
Flavored

BB |URIENE R ARUOYY - 10D BUILOG MMM 10 #GRG-LFZ (#16) 321101 ;SHOMISARY

I0A |} B[IUEA PIOE D1R2IS UURLDORS WNIPOS 'EINS 'J0AR|| Alagdsel ‘2 e e
winisaube L '35018] ‘28| Q¥ Pl 79 (W 2UOPI0dS0D WNIPOS 350|RULIBISOI STUGIPIAN SAI BT

(panupuod) spred bnig

4odd ~:09) 05207 sinjeledwzl ool e 2105 BORRIELIOII 1810

T0100p £ A PRJOz P 56 10 AIEp 20U0 SEIELZ OF ] SAE} I2A0 PUE SUE 10 SIEan £| LBIPIILD PUE SMpEs
SIS 2Rl 210 N0y | Usye) 2q pnoys sBesop s SHONISM

CEDL-EEE LO0SL Aeane UL JIUa7 (oL Uosiod U o djag Eapall 120 asoplane

10958 U] "uadplIyd Jo yaeas jo o dasy =sn2i0jeq [euoissejoud yieay v yse "Auipaaj-isealq o jueuliald y

Rlauigoew Bunelado o 2piaa oo e BUALp U2ym N2Ied aq «  SyULP A[0L0D[E PIOAE +
SEAUEM O 28R AR L SJa2InbuRI] pUe 'SR pRs OYoDE « fzmolp w6 Aewnofe
2fips0p papuzWWooe) pasaxe Jouop «  Janposd sy Bugsn uay

100 INGA FUINSUOD IS0} N0y um s RZIInbuell o saalepes Fupjelade nok jjanpold i) aye} jou og

SHYIUDIG U0y o ewizsAydwe se yans wegold Buyezig e e puelfispisold pabileus
ueolanp fueunn 2ignolrs  ewoonef +  3aey nody) “lojpop e Ag pajaalip ssajun ‘janpodd sy} a4e] jou og

JOl0p e AQ paloaip ssajun afie jo sieaf Z| Japun Up)iyD U ash jou og
shunie g

B8 015 UOTOL 11 PETEID0SE SBBUIZZID o DUINULIOR, ESS e 5188 1} PUE § JUSAE 10 $asf]

e e e T T
gsoting (;s,tq.e: yaze r) juoipebi eanzy

Sjoe4 Bnig

|eubig uay | SINIATYS 29 SIVIHL
SSINIDIS NOLIOW ¥Oo4

'uu!wuuu-;'u! 5198 bnip Juepodw jo) ugue) daay "
"BNISSIN HO HHOL $1 4315174 41 HO N3d0
$1 NDLYYJ 41350 LON 00 “NOIIN3LLY

Bonine 16 ct



Principal Display Panel 65197-296



UPTO
24 HOURS Treat_s_ a_nd pr:gfent;i
OF PROTECTION | rrvting

ALL Dﬁ.'f PROTECTION!

e s
premfunsmrraranT 1 o Ll T P

jinal Dramamine*

BONINE

Maclizine Hydrochloride » Antiemetic

Less drowsy than Orig

/9870

Z-FOLD

b apmaTmaRraE

H
lu---r.-.-.n--..u.._.....,.i

SRR ST MR, - WO TN M 10 5 (BT (pgl | UKIOL S BMOLSANN

LUEZIES IWNIR0s 30 £o)is "loss Azl
BN SR B TS N R Wt WO LT B TR H R R e ERTR SSIWFPNEHF afaew

Uod {=al1] 05T —0T SPUEACKILLL0 8 B0 LONBULO LT 81N
fpan o] speed Bag

JOTI0R R A DB 57 0 TED 100 S1H0RL 7 0] | EL 130 DUE aB2 Jo sIgl 7 | IR LR Synpy -
ST TR T TN T Ll R T i Lol T g[,r{r!.z;:p;![f

2R L ar e dean jielins dpagey 0 LD s
b g [Rata G 00 |0 SER 1 WAIpIYE J8 §aEa) @ jno daEy L
A5 240z Fucasapd yiea) e e Bupag-EeugJo meaiad g
SruRy T S ey 13 A 0L E B LA e 8 - SR HMEIE DIOAR - —m
bt 1L Lt 1 T 0 8 o T T REE R Laavodp b e ok e e
RSt PAALALLIEIAL fE el D+ pepiid S1g uuu:am E—
1 Inad —
gz L aneun: s R rausL g saanepas B a3e BoA J) Jnpwd SE 3Eg Jou 4 —_—d
SHAAUI K] HU0YD o puEasdue e gonsaga ] Buypag e - -
el avepe s pafileque U ) sp Suigen ajgrod s« eeansb« 1o ™
#xEl w1 | ‘mqa0p €A pagsaap ssEUn Enpod S opEy ou o —
Jepp e Ao parzal s3pn afie g0 sl 7| JEeUn Je o d1asa el ag =$
ShuIgy R S —
SR 1 Lol DL LA PSSR SEEEA R J0 Bl in RIATE SR pUE S iEan i gg_gﬂ S
]
]!]EU-E"I-W. et nae s e e e ee aee e e s e e B ith[IH |.||]|33|.'
asoding {:awgg yoes w} wampasbus aanay

s;:e_-; E.fug

SEEN'LF s hauuw H'l.'lf

3N!N08




BONINE

meclizine hydrochloride tablet, chewable

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:65197-275

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name

Basis of Strength Strength

MECLIZINE HYDRO CHL O RIDE (UNII: HDP7W44CIO) (MECLIZINE - UNIL:3L5TQ84570) MECLIZINE HYDROCHLORIDE 25 mg

Inactive Ingredients

Ingredient Name
CRO SPO VIDONE (UNIL: 257830 E56 1)
FD&C RED NO. 40 (UNI: WZB9127XO0A)
MAGNESIUM STEARATE (UNIL: 70097M6130)
SILICON DIO XIDE (UNIL: ETJ7Z6 XBU4)
SACCHARIN SODIUM (UNIE: SB8ZUX40TY)
STEARIC ACID (UNIL: 4ELV7Z65AP)
CROSCARMELLOSE SODIUM (UNI:: M28 OL1HH48)
LACTOSE MONOHYDRATE (UNI: EWQ57Q815X)
VANILLA (UNI: Q74T35078 H)
RASPBERRY (UNII: 4N14V5R27W)

Product Characteristics
Color PINK (light pink) Score
Shape ROUND Size

Strength

2 pieces

9mm

Flavor RASPBERRY, VANILLA Imprint Code Bonine;201

Contains

Packaging
# Item Code Package Description

1 NDC:65197-275-08 1in 1BOX

1 8 in 1 BLISTER PACK; Type 0: Not a Combination Product
2 NDC:65197-275-16 2in 1BOX

2 8 in 1 BLISTER PACK; Type 0: Nota Combination Product
3 NDC:65197-275-12 1in 1 BOX

3 12 in 1 BOTTLE; Type 0: Not a Combination Product

4 NDC:65197-275-02 2 in 1 POUCH; Type 0: Not a Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation

Marketing Start Date Marketing End Date
12/15/20 14

12/15/2014

12/15/2014

12/15/2014

Marketing Start Date Marketing End Date



OTC MONOGRAPHFINAL part336 12/15/2014

BONINE

meclizine hydrochloride tablet, chewable

Product Information

Product Type HUMAN OTC DRUG Item Code (Source) NDC:65197-296

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name Basis of Strength Strength
MECLIZINE HYDRO CHL O RIDE (UNII: HDP7W44CIO) (MECLIZINE - UNIL:3L5TQ84570) MECLIZINE HYDROCHLORIDE 25 mg

Inactive Ingredients
Ingredient Name Strength
FD&C RED NO. 40 (UNII: WZB9127X0A)
MAGNESIUM STEARATE (UNIE: 70097M6130)
SACCHARIN SODIUM (UNIL: SB8ZUX40TY)
STARCH, CORN (UNIL: 08232NY3SJ)
SILICON DIO XIDE (UNII: ETJ7Z6 XBU4)
LACTOSE MONOHYDRATE (UNI: EWQ57Q815X)
VANILLA (UNI: Q74T35078H)
RASPBERRY (UNII: 4N14V5R27W)

Product Characteristics

Color PINK Score 2 pieces

Shape ROUND Size 9mm

Flavor RASPBERRY Imprint Code Bonine;201

Contains

Packaging

# Item Code Package Description Marketing Start Date Marketing End Date
1 NDC:65197-296-08 1in 1BOX 04/19/2017

1 8 in 1 BLISTER PACK; Type 0: Nota Combination Product

2 NDC:65197-296-16 2in 1BOX 04/19/2017

2 8 in 1 BLISTER PACK; Type 0: Nota Combination Product

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date Marketing End Date
OTC MONOGRAPHFINAL part336 04/18/2017 03/31/2019
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